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DETAILED ACTION 

Re: Hope 

Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
1/25/2007 has been entered. 

2. The amendment filed 1/25/2007 is acknowledged and entered into the record. 
Accordingly, claims 1-100,107, and 142-172 are canceled without prejudice or 
disclaimer, and claims 173-175 are newly added. 

3. Claims 101-106, 108-141, and 173-175 are pending and examined on the 
merits. 

4. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections Maintained - 35 USC § 102 

5. The rejection of claims 101-110,118-120,122-128, 131-141, and now 173-175 
under 35 USC § 102(b) as being anticipated by Lu et al is maintained for the reasons of 
record. Applicant argues that the instant invention is differs from the cited reference of 
Lu et al in that the cells instantly claimed are cells which possess a cytotoxic activity 
against cancer cells which "exceeds that of a population of cells produced by growing 
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the same lymphocytes in a standard flask". Specifically, applicant contends the instant 
cell population has a material difference from that of Lu et al because the instant cells 
were produced differently (i.e. in a closed agitating system) and this culturing method 
produced cells which have 35% higher cytolytic activity. From this applicant concludes 
that the population of cells is materially different and produced different anti-tumor 
activities. Applicant's arguments have been carefully considered but are not deemed 
persuasive to overcome the rejection of record. 

The patentability of a product does not depend on its method of production. If the 
product in the product-by-process claim is the same as or obvious from a product of the 
prior art, the claim is unpatentable even though the prior product was made by a 
different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 
1985). In addition, the structure implied by the process steps should be considered 
when assessing the patentability of product-by-prqcess claims over the prior art, 
especially where the product can only be defined by the process steps by which the 
product is made, or where the manufacturing process steps would be expected to 
impart distinctive structural characteristics to the final product. See, e.g., In re Garnero, 
412 F.2d 276, 279, 162 USPQ 221, 223 (CCPA 1979). In this case, applicant has only 
indicated that the method of producing the product was different and has not specifically 
indicated that the product produced by this method produced any structural difference. 
Moreover, it can be argued that culturing the cell population by agitation, as claimed, 
only further purified what was already in characterized by Lu et al because applicant 
indicates that the "same population of lymphocytes" (differing only in culturing methods) 
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increase its cytolytic activity by 35% over the cell population cultured in standard flasks. 
This would indicate that there was no "structural" difference imparted by the method 
because both cell populations have cytolytic activity. Therefore the method of making 
the instant population does not have any patentable weight on the claimed cell 
population. 

The Patent Office bears a lesser burden of proof in making out a prima facie for 
product-by-process claims because of their peculiar nature than when a product is 
claimed in the conventional fashion. In re Fessmann, 489 F.2d 742, 744, 180 USPQ 
324, 326 (CCPA 1974). In this case, applicant has not met the burden of establishing 
that the instantly claimed cell population produced by the claimed method has any 
structural difference over the teachings of Lu et ai Instead, applicant has only provided 
evidence that the method produced a cell population with higher activity. 

Therefore, the rejection of claims under 35 USC 102(b) is maintained for the 
reasons of record. 

Claim Rejections Maintained - 35 USC § 102 

6. The rejection of claims 101-110,122-128, 131-141, and now 173-175 under 35 
USC § 102(b) as being anticipated by Alvernas et al is maintained for the reasons of 
record. Applicant's arguments are substantially similar to those already presented and 
rebutted (see above). Applicant's arguments have been carefully considered but are 
not deemed persuasive to overcome the rejection of record. 
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Therefore the rejection of claims under 35 USC 102(b) is maintained for the 
reasons of record. 

NEW REJECTION 
Claim Rejections - 35 USC § 112, 1 st paragraph 

7. Claims 101-106, 108-141, and 173-175 rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. THIS IS A NEW 
MATTER REJECTION. 

Applicant has amended the claims to recite the cell population's ability to specific 
lyse cancer cells. Applicant has directed the examiner to page 24 lines 14-23 for 
specific support. The specification teaches that the cell population of the instant 
invention has cytotoxic activity against the tumor target OCI-Ly8. The specification 
does support a cell line that comprises a general cytolytic activity as instantly claimed. 
Applicant is invited to point to clear support or specific examples of the claimed 
invention in the specification as-filed. 

Conclusion 



No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher H. Yaen whose telephone number is 571- 

272- 0838. The examiner can normally be reached on Monday-Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms, Ph.D. can be reached on 571-272-0832. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Christopher Yaen 
Art Unit 1643 
January 31, 2007 
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